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SUBJECT: Dietary Exposure Analysis for the Proposed Use of
Vinclozolin (Ronilan) on Greenhouse-grown Tomatoes
Imported from Spain and the Netherlands, 8E3688

Y A
é§§%7gutreach Section

TO: Susan Lewis, PM 21 '
Herbicide-Fungicide Branch
Registration Division (H7505C)

FROM: J. Robert Tomerlin, Ph.D.
Tolerance Assessment Syst
HED/SACB (H7509C)

THROUGH: R. Bruce Jaeger, Yy
Head, Special alfsi
HED/SACB (H7509C)

Action Requested

Provide an estimate of dietary exposure resulting from the

proposed use of vinclozolin on imported greenhouse-grown cucumbers
and tomatoes.

Discussion

1. Toxicology Endpoint: The routine chronic TAS analysis used a
reference dose (ADI) of 0.025 mg/kg body weight/day, based upon a
NOEL of 2.5 mg/kg body weight/day and an uncertainty factor of 100
from a 6 month dog feeding study. This value has been approved by
HED (5/19/86) and Agency (7/8/86) reference dose committees.

2. Residue Information: Food uses evaluated were published
tolerances from 40 CFR 180.380 and the proposed tolerances on
cucumbers and tomatoes (W. T. Chin memo, 4/27/89). A summary of

the residue information used in the analysis is attached as Table
1. '

3. Exposure Analysis: The TAS chronic exposure analysis uses
tolerance level residues and 100 per cent crop treated to estimate
the Theoretical Maximum Residue Contribution (TMRC) for the overall
U.S. population and 22 population subgroups. The estimated TMRC
for the overall U.S. population was calculated as 0.018815 mg/kg
body weight/day, which represents 75% of the ADI. The two most
highly exposed TAS subgroups, nursing and non-nursing infants, had
TMRCs of 0.044215 mg/kg body weight/day (177% of the ADI) and
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0.089879 mg/kg body weight/day (360% of the ADI), respectively. A
complete TMRC summary is shown in Table 2.

Since there are other pending actions in the data file, the
"DIFFERENCE..." column in Table 2 gives the increase in exposure,
in terms of the per cent of the ADI, resulting from the proposed
tolerances on cucumbers and tomatoes.

4. Comments: “The bulk of the exposure for the three TAS
subgroups discussed comes from published tolerances. The actual
exposure is likely lower than what is estimated in this analysis
because we used tolerance level residues and assume that 100 per
cent of the crops were treated. An exposure estimate closer to
actual exposure could be calculated if anticipated residue and per
cent crop treated data were available for stone fruits,
particularly peaches. Peaches account for over 20% of the ADI for
the overall U.S. population, over 130% of the ADI for nursing
infants, and over 200% of the ADI for non-nursing infants.

The exposure resulting from the proposed tolerances on
imported greenhouse-grown cucumbers and tomatoes is also
overestimated, because all tomatoes consumed were assumed to have
been treated with vinclozolin, regardless of country of origin or
type of production.

Attachments
cc: TAS (Tomerlin, SACB), DEB, Caswe11\#323c B. Jaeger,
Anderson (TOX-HAFS) ~
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